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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH{S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

. If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent temi adjustment. See 37 CFR 1 .704(b). 

Status 

I )□ Responsive to communication(s) filed on . 

2a)n This action is FINAL. 2b)E This action is non-final. 

3) n Since this application is in condition for allowance except for formal nnatters, prosecution as to the merits is 

closed In accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-14 is/are pending in the application, 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) n Claim(s) 1-14 is/are rejected. 

Claim(s) is/are objected to. 

8) n Clalm(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)n The drawing(s) filed on is/are: a)n accepted or bO objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet{s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

I I )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)^ All b)n Some * c)^ None of: 

1 Certified copies of the priority documents have been received. 

2. ^ Certified copies of the priority documents have been received in Application No. 10/684.105 . 

3. ^ Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Information Disclosure Statement 

1 . The Information disclosure statement (IDS) submitted on 2/1 2/04. The 
submission Is In compliance with the provisions of 37 CFR 1 .97. Accordingly, the 
information disclosure statement Is being considered by the examiner. 

Specification 

2. The disclosure is objected to because it contains an embedded hyperlink and/or 
other form of browser-executable code. Applicant is required to delete the embedded 
hyperlink and/or other form of browser-executable code. See MPEP § 608.01 . 

The use of the trademark MicroSeq™ has been noted in this application. It 
should be capitalized wherever it appears and be accompanied by the generic 
terminology. 

Although the use of trademarks Is permissible In patent applications, the 
proprietary nature of the marks should be respected and every effort made to prevent 
their use in any manner which might adversely affect their validity as trademarks. 

Claim Rejections • 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
malting and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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3. Claims 1-14 are rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and/or use the invention. 

Claims 1-14 are drawn to isolated strains of Lactobacillus sp., wherein the 
isolated strains has bacteriological characteristics identical to those of Lactobacillus 
gasseri B21T1, B21T6, C21T1, X21B7, B38T38 and Lactobacillus acidophiluis B6T7. 
Claims 1-14 are also drawn to a food product comprising an edible material and an 
isolated strain of Lactobacillus sp. and lastly a pharmaceutical composition. 

Because it is not clear that cell lines possessing the properties of Lactobacillus 
gasseri B21T1, B21T6, C21T1, X21B7, B38T38 and Lactobacillus acidophiluis 
B6T7 are known and publicly available or can be reproducibly isolated from nature 
without undue experimentation and because the claims require the use of a suitable 
deposit for patent purposes a deposit in a public repository is required. Without a 
publicly available deposit of the above Lactobacillus gasseri B21T1, B21T6, C21T1, 
X21B7, B38T38 and Lactobacillus acidophiluis B6T7, one of ordinary skill in the art 
could not be assured of the ability to practice the invention as claimed. Exact replication 
of the cell line is an unpredictable event. 

Applicant's referral to the deposit of Lactobacillus gasseri B21T1, 
B21T6, C21T1, X21B7, B38T38 and Lactobacillus acidophiluis B6T7 on 
page 10 of the specification is an insufficient assurance that all required 
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deposits have been made and all the conditions of 37 CFR 1 .801-1 .809 have 
been met. 

If the deposit has been made under the provisions of the Budapest 
Treaty, filing of an affidavit or declaration by applicant or assignees or a 
statement by an attorney of record who has authority and control over the 
conditions of deposit over his or her signature and registration number stating 
that the deposit has been accepted by the International Depository Authority 
under the provisions of the Budapest Treaty and that all restrictions upon 
public access to the deposit will be irrevocably removed upon the grant of a 
patent on this application. These requirements are necessary when deposits 
are made under the provisions of the Budapest Treaty as the Treaty leaves 
this specific matter to the discretion of each State. Amendment of the 
specification to recite the date of the deposit and the complete name and full 
street address of the depository is required. 

If the deposits have not been made under the provisions of the 
Budapest Treaty, then in order to certify that the deposits comply with the 
criteria set forth in 37 CFR 1.801-1.809, assurances regarding availability and 
permanency of deposits are required. Such assurance may be in the form of 
an affidavit or declaration by applicants or assignees or in the form of a 
statement by an attorney of record who has the authority and control over the 
conditions of deposit over his or her signature and registration number 
averring: 
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(a) during the pendency of this application, access to the deposits will 
be afforded to the Commissioner upon request; 

(b) all restrictions upon the availability to the public of the deposited 
biological material will be irrevocably removed upon the granting of a 
patent on this application; 

(c) the deposits will be maintained In the public repository for a period 
of at least thirty years from the date of deposit or for the enforceable 
life of the patent of or for a period of five years after the date of the 
most recent request for the furnishing of a sample of the deposited 
biological material, whichever is longest; and 

(d) the deposits will be replaced if they should become nonviable or 
non-replicable. 



In addition, a deposit of biological material that is capable of self- 
replication either directly or indirectly must be viable at the time of deposit and 
during the term of deposit. Viability may be tested by the repository. The test 
must conclude only that the deposited material is capable of reproduction. A 
viability statement for each deposit of biological material not made under the 
Budapest Treaty must be filed in the application and must contain: 

1 ) The name and address of the depository; 

2) The name and address of the depositor; 

3) The date of deposit; 

4) The identity of the deposit and the accession number given by the 
depository; 

5) The date of the viability test; 

6) The procedures used to obtain a sample if test is not done by the 
depository; and 

7) A statement that the deposit is capable of reproduction. 
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As a possible means for completing the record, applicant may submit a 
copy of the contract with the depository for deposit and maintenance of each 
deposit. 

If the deposit was made after the effective filing date of the application 
for patent in the United States, a verified statement is required from a person 
in a position to corroborate that the Lactobacillus gasserl B21T1, B21T6, 
C21T1, X21B7, B38T38 and Lactobacillus acldophiluis B6T7 described in 
the specification as filed is the same as that deposited in the depository. 
Corroboration may take the form of a showing a chain of custody from 
applicant to the depository coupled with corroboration that the deposit is 
identical to the biological material described in the specification and in the 
applicant's possession at the time the application was filed. 

Applicant's attention is directed to in re Lundack , 773 F.2d.1216, 227 
USPQ (CAFC 1 985) and 37 CFR 1 .801 -1 .809 for further information 
concerning deposit practice. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification siiall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims1-14 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. It is unclear what is meant by an isolated strain 
having "bacteriological characteristics". Clarification is required. 
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Claim 11 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. It is unclear what is meant by a "probiotically effective 
amount" of an isolated strain. Clarification is required. 

Claim Rejections - 35 USC § 102 

(b) the invention was patented or described In a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention Was described in (1) an application for patent, published under section 122(b). by 
another filed In the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

4. Claims 1-14 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Bukowska et al (U.S. Patent 6,214.336 B1). 

Claims 1-14 are drawn to isolated strains of Lactobacillus sp., wherein the 
isolated strains has bacteriological characteristics identical to those of Lactobacillus 
gasseh B21T1 , B21T6, C21T1 . X21 B7, B38T38 and Lactobacillus acidophiluis B6T7. 
Claims 1-14 are also drawn to a food product comprising an edible material and an 
isolated strain of Lactobacillus sp. Lastly, claims 1-14 are drawn to a pharmaceutical 
composition. 

Bukowska et al disclose an invention that refers to the use of a strain of 
Lactobacillus for the manufacture of a medicament for the reduction of the fibrinogen 
level and optionally cholesterol level in blood (Column 2, lines 32-38). Bukowska et al 
disclose L plantarum and L. rhamnosus as useful species of Lactobacillus (Column 2, 
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Line 62). Additionally, Bukowsl<a et al disclose that the Lactobacillus strain can be 
administered in any food or pharmaceutical composition which can preserve the viability 
of the strain in the large intestine. The composition can be administered in any suitable 
way, preferably orally (column 3, lines 13-17). Lastly, the composition contains 
approximately 5x10^ cfu/ml of Lactobacillus plantarum (column 3, line 50). 

Because the prior art exemplifies the applicant's claimed composition in relation 
to Lactobacillus gasseri and Lactobacillus acidophiluis, the claimed physical 
property relating to the bacteriological characteristics are inherently present in the 
prior art. Absent an objective evidentiary showing to the contrary, the addition of the 
claimed physical property to the claim language fails to provide patentable distinction 
between the claimed invention and the prior art record. Claims 1-14 discloses the same 
or equivalent strain, which inherently comprises the same or equivalent characteristics. 
By all comparable data the Lactobacillus gasseri and Lactobacillus acidophiluis of the 
prior art are the instantly claimed sub-cultured offspring thereof or a mutant derived 
therefrom because they are the same genus and specie. 

Claims 1-6, 7-11, 13 and Mare rejected under 35 U.S.C. 102(b) as being 
anticipated by Lessens et al (U.S. Patent 6,399124 B1). 

Claims 1-11, 13 and 14 are drawn to isolated strains of Lactobacillus sp., wherein 
the isolated strain has bacteriological characteristics identical to those of Lactobacillus 
gasseri B21T1, B21T6, C21T1, X21B7, B38T38 and Lactobacillus acidophiluis B6T7. 
Claims 1-11, 13 and 14 are also drawn to a food product comprising an edible material 
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and an isolated strain of Lactobacillus sp. Lastly, claims 1-11,13 and 14 are drawn to a 
phamiaceutical composition. 

Lessens et al disclose a frozen dessert based on an ice cream containing lactic 
acid bacteria for the treatment and/or the prevention of gastrointestinal disorders and for 
strengthening the human immune system (abstract). Lessens et al disclose that the ice 
cream comprises more than 10® cfu/g of lactic acid bacteria, it being possible for the 
said bacteria to be chosen from the groups of acidophilic bacteria consisting of 
Lactobacillus acidophilus, Lactobacillus gasseri, Lactobacillus rhamnosus and 
Lactobacillus easel among others (column 2, lines 41-64). 

Because the prior art exemplifies the applicant's claimed composition in relation 
to Lactobacillus gasseri and Lactobacillus acidophiluis, the claimed physical 
properties relating to the bacteriological characteristics are inherently present in the 
prior art. Absent an objective evidentiary showing to the contrary, the addition of the 
claimed physical property to the claim language fails to provide patentable distinction 
between the claimed invention and the prior art record. Claims 1-11,13 and 14 disclose 
the same or equivalent strain, which inherently comprises the same or equivalent 
characteristics. By all comparable data the Lactobacillus gasseri and Lactobacillus 
acidophiluis of the prior art are the instantly claimed sub-cultured offspring thereof or a 
mutant derived therefrom because they are the same genus and specie. 

Claims 1-12 and 14 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Koss et al (U.S. Patent Application Publication 2003/0147995 Al). 
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Claims 1-12 and 14 are drawn to isolated strains of Lactobacillus sp., wherein the 
isolated strain has bacteriological characteristics identical to those of Lactobacillus 
gasseri B21T1. B21T6, C21T1, X21B7, B38T38 and Lactobacillus acidophiluis B6T7. 
Claims 1-12 and 14 are also drawn to a food product comprising an edible material and 
an isolated strain of Lactobacillus sp. Lastly, claims 1-12 and 14 are drawn to a 
pharmaceutical composition. 

Koss et a! disclose a frozen dessert product, which may be formulated by 
culturing the compositions of the present invention with a bacterial culture such as lactic 
acid-producing bacteria Lactobacillus bulgaricus, and Streptococcus thermophiltis. 
Other examples of probiotic organisms include, but are not limited to, Bifidobacterium 
spp., Lactobacillus acidophilus, Bifidobacterium bifidum, and Streptococcus salivarius 
(0061 ). Koss et al disclose methods for manufacturing and formulating ice cream 
involving milk of varying fat proportions and/or hydrated milk powder combined with 
cane sugar or derivatives and/or corn syrups, modified food starches, maltodextrins, 
stabilizing gums and emulsifiers (0004). Lastly, Koss et al, disclose that the compounds 
have been useful for lowering serum cholesterol (0053). 

Because the prior art exemplifies the claimed composition in relation to 
Lactobacillus gasseri and Lactobacillus acidophiluis, the claimed physical 
properties relating to the bacteriological characteristics are inherently present in the 
prior art. Absent an objective evidentiary showing to the contrary, the addition of the 
claimed physical properties to the claim language fails to provide patentable distinction 
between the claimed invention and the prior art record. Claims 1-12 and 14 disclose the 
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same or equivalent strain, which inherently comprises the same or equivalent 
characteristics. By all comparable data the Lactobacillus gasseri and Lactobacillus 
acidophiluis of the prior art are the instantly claimed sub-cultured offspring thereof or a 
mutant derived therefrom because they are the same genus and specie. 

Claims 1-14 are rejected under 35 U.S.C. 102(e) as being anticipated by Sobol et 
al (U.S. Patent Application Publication 2003/0235559 A1). 

Claims 1-14 are drawn to isolated strains of Lactobacillus sp., wherein the 
isolated strains has bacteriological characteristics identical to those of Lactobacillus 
gasseri B21T1 , B21T6, C21T1 , X21 B7, B38T38 and Lactobacillus acidophiluis B6T7. 
Claims 1-14 are also drawn to a food product comprising an edible material and an 
isolated strain of Lactobacillus sp. Lastly, claims 1-14 are drawn to a pharmaceutical 
composition. 

Sobol et al disclose an invention that uses probiotics that have been used to 
therapeutically lower cholesterol (0008). The bacterial genera most often used In the 
field of probiotics are lactic acid bacteria, particularly Lactobacillus sp. and 
Bifidobacterium sp. (0006). Preferred strains of lactobacilli to be used include, but are 
not limited to, Lactobacillus acidophilus, Lactobacillus bifudus, Lactobacillus brevis, 
Lactobacillus bulgaricus, Lactobacillus delbrucki, Lactobacillus casei, Lactobacillus 
cellobiosus, Lactobacillus fermentum, Lactobacillus gasseri, Lactobacillus germentum, 
Lactobacillus helveticus, Lactobacillus johnsoni, Lactobacillus lactis, Lactobacillus 
leichimanii, Lactobacillus plantarum, Lactobacillus reuteri, Lactobacillus rhamnosus, 
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Lactobacillus sake, Lactobacillus salivaroes, Lactobacillus thermophilus and 
Lactobacillus xylosus (0050). Streptococci strains to be used include Streptococcus 
lactis, Streptococcus cremoris, streptococcus diacetylactis, Streptococcus thermophilus 
and Streptococcus faecium (0052). Sobol et a! disclose that probiotic preparations on 
the market appear in various forms: in dairy products, processed into a product such as 
chewing gum, pills, capsules, etc., suspended in milk, freeze-dried or air-dried. 
Fermented milk (yogurt) and cheese are the most common foods with probiotics. 
Lastly, Sobol et al disclose other forms of probiotic preparations are freeze-dried or air- 
dried and they are available in tablets and in capsules (0010). 

Because the prior art exemplifies the applicant's claimed composition in relation 
to Lactobacillus gasseri and Lactobacillus acidophiiuis, the claimed physical 
properties relating to the bacteriological characteristics are inherently present in the 
prior art. Absent an objective evidentiary showing to the contrary, the addition of the 
claimed physical property to the claim language fails to provide patentable distinction 
between the claimed invention and the prior art record. Claims 1-14 discloses the same 
or equivalent strain, which inherently comprises the same or equivalent characteristics. 
By all comparable data the Lactobacillus gasseri and Lactobacillus acidophiiuis of the 
prior art are the instantly claimed sub-cultured offspring thereof or a mutant derived 
therefrom because they are the same genus and specie. 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 
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Lievense et al (U.S. Patent Application Publication 2001/0048918 A1) disclose 
food products that comprise bacteria which have been found to be capable of reducing 
the blood cholesterol level in human blood. 

Any inquiry conceming this communication or earlier communications from the 
examiner should be directed to Lakia J Tongue whose telephone number is 571-272- 
2921 . The examiner can normally be reached on Monday-Friday 7-3:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Lynette Smith can be reached on 571-272-0864. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-dlrect.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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